ABSTRACT INTRODUCTION: Subsidisation of the levonorgestrel-releasing Jadelle ® contraceptive implant in 2010 resulted in a rapid uptake. Clinicians had little prior experience of client satisfaction, side effect profile, and removal rate of this contraceptive method.
Introduction
Jadelle® is a two rod contraceptive implant with each rod containing 75 mg of levonorgestrel which is licenced for 5 years. 1 There is an increased emphasis on the use of long-acting methods of reversible contraception (LARC) because of their high efficacy and 'fit and forget' nature. Compliance and continuation are the main factors determining contraceptive effectiveness, and discontinuation rates are higher with the contraceptive pill than with LARCs. 2 Failure rates for pills can be 5% or higher for adolescent women compared to one in a thousand per year for Jadelle® in the first 4 years of use and 1% in the fifth year of use, an average 20-fold difference between long acting and short acting contraceptives.
Prior to subsidisation of a contraceptive implant in New Zealand, there was a very low uptake of this contraception method because of the cost relative to other subsidised methods. From August 2010, Jadelle® was subsidised by the Ministry of Health and there was a rapid increase in uptake so that Family Planning clinics were inserting ~3 500 implants per year.
After insertion of a Jadelle®, women who have no problems with it may not be seen at a Family Planning clinic until they need a different service such as a cervical smear or until they request removal of the implant. So most implant-using women that clinicians see are experiencing a problem. Consequently, clinicians may get an unbalanced view of implant side effects and removal rates.
There is limited and quite variable information on women's experience with Jadelle® internationally 3 and none relating to New Zealand which has a significant indigenous population. Ethnic and age differences in continuation of implant use will influence expected reductions in unplanned pregnancy and abortions.
This study was undertaken to obtain New Zealand data on satisfaction, bleeding patterns, continuation rates and reasons for removal during the first year of use of a subsidised contraceptive implant, Jadelle®. This information could then be used by clinicians when counselling women considering an implant as a method of contraception or women who are experiencing problems in the early months of its use.
Methods
We asked Family Planning staff in clinics throughout New Zealand to invite all women having Jadelle® inserted to participate in this study until 250 women had been recruited. A study size of 250 was chosen as it was thought to be a manageable number of clients to contact within the timeframe, and would provide sufficient numbers for bleeding patterns and satisfaction levels to be determined.
Participants were contacted by one of two nurses one, three, six, nine and 12 months after insertion, usually by phone but sometimes by text or email if they preferred. Using a standardised form, the nurse asked each woman about her experience since the last contact. They were asked about their bleeding pattern, any problems or benefits, their satisfaction with the method and reason for removal if relevant. Bleeding patterns were grouped into 6 categories: amenorrhoea, infrequent/occasional spotting, regular/similar to period, two weekly bleeding, irregular bleeding and prolonged episodes/bleeding most of the time. Women were asked to rate satisfaction on a five point scale: 'great', 'OK', 'neither good nor bad', 'no good', or 'awful'.
Women were excluded if they were under 16 years old, would find it difficult to converse in English during a telephone conversation or would not be available for follow up by telephone.
Women were enrolled between July and September 2012. At the end of the year, the Family Planning clinical records of women who were unable to be contacted throughout the whole year and women who had the implant removed at a Family Planning clinic were reviewed for any other implant-related consultations. This information was added to the study data.
Ethics Committee approval was obtained from the New Zealand Multi-region Ethics Committee (file number MEC/12/EXP/070).
Results
252 women consented to be involved in the study. By the end of the first year, 45 women (18%) had
WHAT GAP THIS FILLS
What we already know: Contraceptive implants are extremely effective long acting reversible contraceptives. Irregular and prolonged bleeding is commonly reported with this method and can lead to premature discontinuation.
What this study adds: New Zealand women's experience. The three common bleeding patterns in the first year of use were regular periods, amenorrhoea and irregular bleeding. Satisfaction rates remained high throughout the first year in spite of 18% removal rate with the most common reason being prolonged bleeding.
their implant removed and 54 (21%) were lost to follow up.
Ages ranged from 13 to 50 years old with a mean of 24.5 (Table 1) . Self-identified ethnicities and age versus ethnicity are presented in Table 1 . There were similar proportions of young Māori and European women (60% and 61% aged < 25 years, respectively) while a lower percentage of younger women (48%) were of other ethnicities.
In the first year, 14% (21/147) of women aged < 25 years had the implant removed compared to 22% (23/105) of women aged ≥ 25 years. Twenty eight percent (41/147) of the women aged < 25 years were lost to follow up by the end of the year compared to 12% (13/105) of the women aged ≥ 25 years. Subtracting known implant removal and loss to follow up figures from the total provides study continuation rates. There was no statistically significant difference in study continuation rates between women aged < 25 years of age and older women.
A comparison between study continuation rates for the three ethnic groupings (European, Māori and other) showed no statistically significant difference. However the implant removal rate was 23% (32/140) for Europeans, 8% (5/64) for Māori and 17% (8/48) for other ethnicities. Loss to follow up rates were 19% (26/140) for Europeans, 30% (19/64) for Māori and 19% (9/48) for other ethnicities.
Patterns of bleeding became more stable from six months (Fig. 1) . The three most common bleeding patterns were regular periods, irregular bleeding and amenorrhoea. The most frequent pattern was regular period-like bleeding with 34%, 36%, and 34% of women reporting this at six, nine, and 12 months (one in three women). Irregular bleeding was reported by 27%, 29%, and 27% at six, nine, and 12 months (one in four women). Amenorrhoea was reported by 22%, 19%, and 23% at six, nine, and 12 months (one in five women). Other less common bleeding patterns are shown in Fig. 1 . Medication to control bleeding was reported at each time interval through the year. It varied from 2% at one and three months of implant use to 8%, 9% and 6% at six, nine, and 12 months of use.
Women increasingly reported that their bleeding pattern was problematic as the year went by, reaching 15% by 12 months. When asked whether they had experienced any problems with the Jadelle®, 59% said 'no' by one month, 63% by three months, 73% by six months, 66% by nine months and 65% by one year. The most commonly reported side effects initially were local soreness, bruising or tingling at the insertion site or in that arm (Fig. 2) . Eighteen percent noted this at one month, but the rate dropped to 7% at three months, 4% at six months, 2% at nine months, and 4% at one year.
Hormonal side effects including mood changes, weight, headaches, or acne were consistently common for the first 9 months of use with 15% of women reporting one or more of these side effects at one month, 20% at three months, 19% at six months and 15% at nine months. At 12 months the rate had dropped to 7%. Women increasingly reported that their bleeding pattern was problematic as the year went by, reaching 15% by 12 months. Other side effects such as tiredness, nausea and dizziness were reported initially.
Forty five women (18%) had their implant removed within the first year of use (Figs. 3 and  4) . The commonest reason for removal was bleeding. The first removal for this reason was 5 months after insertion. More than half of the women requesting removal because of bleeding problems had experienced prolonged episodes of bleeding. Hormonal side effects for which women requested removal included headaches, moodiness and weight gain. Some women requested removal for both bleeding and hormonal problems. Initially a few women had their implant removed because of local effects such as tingling and pain. Several women no longer required contraception; one found she had become pregnant around the time of insertion and one requested removal because she was diagnosed with breast cancer.
At least 80% of women who were contacted gave a positive response at each time point. Women commented that they liked the 'fit and forget' nature of the contraceptive implant so that they did not have to remember to take a pill each day. Some had even forgotten they had it and others felt that they had fewer hormonal side effects compared to their experience with previous hormonal contraceptive methods. Even women with irregular bleeding often expressed satisfaction with the method.
Discussion
Overall there was a high rate of satisfaction with Jadelle®, sometimes in spite of an experience of minor side effects.
No significant differences have been found in bleeding patterns of levonorgestrel-releasing implants Norplant® and Jadelle®. 4 This follow-up study, like other studies, showed that bleeding patterns tended to stabilise with contraceptive implant use from 6 months onwards. 5 The commonest reported bleeding pattern was monthly bleeds similar to a normal period. There is a common perception that irregular bleeding is the most common pattern although studies acknowledge that women may settle into a pattern of regular period-like bleeding. 4, 5 The one in five amenorrhoea rate is higher than in other studies that report 10% in the first year of use. 5, 6 Study participants who continued to experience prolonged or irregular bleeding became increasingly dissatisfied over time. As with other studies, 5, 7, 8 bleeding problems were the most common reason for removal. Ten percent of participants stated that bleeding problems, either alone or with hormonal side effects, were the reason they sought removal of their implant. The Jadelle® data sheet cites a figure of 14% of users having their implant removed prematurely because of bleeding problems.
1
Up to 10% of women used medication to control irregular bleeding. With ongoing bleeding problems, investigations such as a sexually transmitted infection (STI) check and pregnancy test should be carried out to exclude other causes.
9 There appears to be a 'therapeutic window' for some form of intervention with implant bleeding problems, with one study showing that women reached a 'tipping point' at which intervention was no longer possible. 10 Clinicians need to demonstrate a proactive approach to the management of bleeding problems by recommending medication as soon as a woman indicates there is a problem. 11 The best approach is to prescribe the combined oral contraceptive pill. 12 Women with no contraindications to oestrogen can take a pill containing ethinylestradiol 30 mg and levonorgestrel 150 mg (Ava 30®) either cyclically or continuously, for a few months or throughout the lifetime of the implant. This allows them the contraceptive benefit of an implant while controlling bleeding disturbances.
Initially many women noticed bruising and discomfort at the insertion site. Women who experienced hormonal side effects such as changes in mood, weight, headaches and skin noticed these early on and in most cases these settled as the initial higher progestin levels decreased. The UK Faculty of Sexual and Reproductive Healthcare's guideline on progestin-only contraceptive implants notes its reliance on data from non-comparative studies and refers to the UK National Institute for Health and Clinical Excellence's guideline on the topic. The Faculty concludes that 'although some women do report changes in weight, mood and libido when using the progestogen-only implant, there is no evidence of a causal relationship'.
13
Eighteen per cent of the cohort had their implant removed within 1 year of insertion with the most common reason being for bleeding problems. Earlier studies have shown Jadelle® continuation rates to be 88-94% at one year.
14,15 A study of women using Norplant® found a 14% discontinuation at two years of use for bleeding problems. 5 At five years, 55% of women were still using the Jadelle® implant, giving a cumulative 5-year life table discontinuation rates for menstrual problems of 16.4/100. 7 More recent studies such as the Choice project had similar discontinuation rates to those of this study with 17% at 1 year for Implanon® users. 16 Total study discontinuation rates, made up of both known removals and loss to follow up rates, showed no difference between ethnicities and age. However known removals were less likely for Māori and younger women and loss to follow up rates were more likely in these two groups.
Māori women made up a quarter of the cohort who registered for this study. During the three months of study enrolment, 15.3% of Family Planning consultations throughout the country were for Māori, 64.8% were for Europeans and 19.9% for other ethnicities. The 2013 New Zealand Census found that 14.9% of the population usually living in New Zealand were of Māori ethnicity so Māori were over represented in this study. New Zealand Māori are also overrepresented in low income and socio-economic groups and have higher rates of abortion.
17
Cost is not likely to be a barrier to the use of an implant at Family Planning clinics because of the low cost for young women and women with a Community Services Card. Age has been shown to impact on implant continuation with younger women having higher rates of discontinuation. 8, 14, 18 This study found that known removals were less likely for younger women than older women. However, the higher loss to follow up rate of younger women may signal more Jadelle® removals in this group. There were no reports of pregnancies while using Jadelle®, although there was one conception immediately before insertion.
A strength of this research was that the study group represented the average population of women accessing Family Planning clinics and using a contraceptive implant. There were few exclusions and there was no change in management -just follow up contacts. Because there were no exclusions relating to menstrual bleeding or previous contraception, some women entering the study were amenorrhoeic because they were breast feeding or had been using Depo Provera. Therefore their bleeding pattern in the initial months of the follow up may have been more influenced by their previous menstrual state than the contraceptive implant. A weakness was the high loss to follow up rate of 21% by the end of the first year.
Jadelle® has proven to be an effective method of long acting, reversible contraception for New Zealand women with high levels of satisfaction in the first year of use. Common bleeding patterns were regular periods, irregular bleeding and amenorrhoea. Eighteen per cent of participants were known to have their implant removed with 58% of these removals for bleeding problems such as prolonged bleeding. Therefore, 10% of the participants in this study had their implant removed within the first year because of an unsatisfactory bleeding pattern, compared to 14% cited in the data sheet for five years.
1 Possible bleeding patterns and their management are an important topic for discussion before Jadelle® insertion. Medication, such as a combined oral contraceptive pill used cyclically or continuously, should be offered as soon as women seek help for bleeding disturbances. This can be used throughout the life of the implant so women can have both very effective contraception and a satisfactory bleeding pattern.
